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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, INDIA
Tel : +91 98166 56001-02

www.drreddys.com

CEPTUD®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykauu®, Tabinerku, NOKpbLITHIE NJIEHOYHOIT 060104Koii, 400Mr + 325mr

Batch No / Cepusi Ne : V2202242

Batch Quantity / O6bem mapTnu : 776.0Kg_

040001667398,850001623728

Analytical Report No / AnanutHuecknii oTuer Ne :

Date of Analysis / lata ananmsa: 30.10.2022

Date of Manufacture / JIata npoussoacrsa : OCT-2022

Date of Expiry / Cpok rogHocTn :SEP-2027

Analysis performed according ND / Ananus nposeaen no HI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucaxve

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancyrnoBugHom
opmbl, NOKpLITLIE
nneHo4YHou obonoykoii

opaHXeBoro LBeTa, C PUCKON
Ha OOHOM CTOPOHE, Ha
nonepeyHoM paspese — 84po
Benoro LBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku kancynoBWaHOM
dopmMbl,  MOKPbLITbIE  MNEHOYHOMN
obonoyYkon opaHXeBoro LBeTa, C
pycko Ha OpfHOW CTOpPOHe; Ha
rnorepe4yHom paspese -—  sgpo
Benoro nnu nouTtn Gernoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [lponykr coorBeTcTBYeT TpeboBaHUsAM H]I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
[loarorosneno:
Kushal Kumar

G —

Checked by /
ITpoepeno: Naresh Kumar

b

Approved by: Manager/Executive /
Ono6peHo: MeHemxep /
PykoBogurens :Amit Kumar

p

Print Date:
Hara: 30.10.2022

Print Date:

Hata: 30.10.2022

Print Date:
Hara. 30.10.2022

Registered Office: 8-7-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 400 2800, Fax: +91 40 4900 292%, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr. Reddy’s"

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P., 173 205, INDi/
Tel : +81 98166 56001-02

www.drreddys.com

CEPTUDPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxann®, TabaeTku, NOKPbIThie M1eHoYHOH 060.10uK0il, 400Mr + 325mr

Batch No / Cepua Ne : V2202242

Batch Quantity / O0nem naptum : 776.0Kg

Analytical Report No / Auaianrudeckuii oruer No :
040001667398,890001623728

Date of Analysis / /Iata auanusa: 30.10.2022

Date of Manufacture / Jlata npoussoacrea : QCT-2022

Date of Expiry / Cpok rogHocrn :SEP-2027

Analysis performed according ND / Ananns nposeaen mo HJI: I[1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018. u3m. Ne 2 oT 23.09.2019)

2

Identification /
MognuHHOCTL

a) Complies as prescribed/
B cooTBeTcTBUM C
onucaHmem

The retention time of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa ypepxuBaHUs OCHOBHBIX
NUKOB Ha XpomaTorpamme
UCMbITYEMOro  pacTtBopa  JOITKHbI
COOTBETCTBOBATb BpemMmeHam
YAEPXNBaHUSA NUKoB Ha
XpomaTorpamme pacTteopa
cTaHAapTHBIX obpasuos
ubynpodpeHa u  napaudetamona
(paspen «KonuuecteeHHoe
onpegeneHune»)

Average weight and
mass uniformity /
CpeaHsia macca u
0AHOPOAHOCTb NO
macce

967.4 mg

Complies /cooTBeTCTBUM C

940,9 mg to 9991 mg
(970,0mg + 3,0 %) /

Or 9409 wmr po 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets —~ NMT + 5% /
18/20 TabneTtok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He Gonee + 10 %

Remarks : The Product conforms to ND/
ITpumeuanne: [NponykT coorBeTcTByeT TpeGoBaHUAM HJT

Opinion : APPROVED
3aknarouenue: OJJOBPEHO

Prepared by /
IMoarorossaeno:
Kushal Kumar

&

Checked by /
[TpoBepeno: Naresh Kumar

(&

-—

Approved by: Manager/Executive /
OnobpeHo: Menemkep /
PyxoBonguTens :Amit Kumar

po=

Print Date:
Hara: 30.10.2022

Print Date:
Hata: 30.10.2022

Print Date:

Hata. 30.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax' +91 40 4900 299¢, Email: mail@drreddys com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd,
Formulation Unit-0

Vill. Khol, Naiagarii Road, Baddi,
Diztt, Solan, H.F, 173 205, INDi 2,
el +21 92168 56001-02

www.drreddys.com

CEPTUO®UKAT AHAJIN3A

Product : Tbuclin, film-coated tablets 400 mg + 325 mg

Ubyknun®, TabaeTkn, MOKPHITHIE NIIEHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2202242 Batch Quantity / O6wem naprun : 776.0Kg

040001667398,890001623728

Analytical Report No / AHanuTH4eckuii otuer Ne : Date of Analysis / JlaTa anasinsza: 30.10.2022

Date of Manufacture / lata npoussoacrsa : OCT-2022 |Date of Expiry / Cpok roanoctu :SEP-2027

Analysis performed according ND / Auanus nposegen no HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

100% - 102%

4 Disintegration / 08 minutes 47 seconds Not more than 30 minutes /
Pacnagaemoctb He Gonee 30 mMuH

S |Dissolution / 97% - 101% NLT 70% (Q) C13H1s0O: (Ibuprofen)
PacTteopeHue dissolved in 30 minutes /

He meHee 70 % (Q) CizH0:
(nbynpodeH) yepes 30 MUH

NLT 70% Q) CsH9NO>
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CeHgNO,
(napaueTtamon) yepes 30 MuH

6 |Related substances / 0.06%
PogcteeHHble npumecn

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecein
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amyHocbeHon (npumech
napauetamona) — He 6onee 0,005%

7 |Water/Bopa 1.5%
|

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanne: I[IpoayxT cooreercryet Tpebopanuam HJJ

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by / Checked by /
[loarororneHo: [TpoBepeno: Naresh Kumar
Kushal Kumar

O &

Approved by: Manager/Executive /
OnobpeHo: MeHenxep /
PykoBoautens :Amit Kumar

el

Print Date: Print Date: Print Date:
Hara: 30.10.2022 Hara: 30.10.2022 Hara. 30.10.2022
Registered Ofilice: S-1-327, Road No 2, Bangare Hille, iHyderabad - 500034, Telangansz, India
Tel: +91 40 £90C 280, For +51 404800 2928 Email: mail@drreddys com

CIN: L851954P21934PLC0O04507
wwwwdrieddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddv's Laboratories Ui,

= s S R
Formuictiion Unic-o

wwwydireddys.con

CEPTHOUKAT AHAJIN3A

Product : Ibuclinﬁl_m-coated tablets 400 mg +325 mg
NOyknnH®, TabieTKH, NOKPbITLIE NJIeHOYHOIT 060a04K0ii, 400mMr + 325Mr

Batch No / Cepus Ne : V2202242

Batch Quantity / O6bem naprum : 776.0Kg

Analytical Report No / Anajaurunyeckuii oTuer No :
040001667398,890001623728

Date of Analysis / Jlata ananusa: 30.10.2022

Date of Manufacture / lata npoussogersa : OCT-2022

Date of Expiry / Cpok rognoctu :SEP-2027

Analysis performed according ND / Ananu3 nposenen mo H/: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nzm. Ne 2 ot 23.09.2019)

*8

Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
OobLee uncno
a3pobHbIX
MUKPOOPraHM3mMoB

b) Total combined
yeasts and mould
count / Obuee vncno
OPOMOKEBBIX U
nriecHesbIX rpudos

c) E. coli

Less than 10 CFU/g /
MeHee 10 KOE/r

Less than 5 CFU/g /
Menee 5 KOE/r

Absent / OTtcyTtctByeT

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
ir

Remarks : The Product conforms to ND/
Ilpameyanne: [1poaykr coorsercTByeT TpeGopanusm HJJ

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Kushal Kumar

Checked by /
[Tpoepeno: Naresh Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxkep /
PyxoBoautens :Amit Kumar

Hara: 30.10.2022

Hara: 30.10.2022

G
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Print Date: Print Date: Print Date:

Hara. 30.10.2022
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existered Office; 8-2-337,
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Dr. Reddy's Laboratories Lt
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D R dd ,S ‘.. Formulation Unit-6
r' e y .. Vill. Khol, Nalagarh Road, Badui,
Distt, Solan, H.P., 173 205, INDI~,

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyxamu®, TabneTkn, NOKPbIThIE NIeHOYHOI 060104K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2202242 Batch Quantity / Oobem maptuu : 776.0Kg

Analytical Report No / Ananurudeckuii orger Ne : Date of Analysis / JlaTta anann3za: 30.10.2022
040001667398,890001623728

Date of Manufacture / lara npoussoactsa : OCT-2022 |Date of Expiry / Cpok rogsocru :SEP-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: I1 N011252/01-110717 (amend Ne 1 from
[06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoaHOCTL 2.2 MokasaTenb npuemnemocTtu (AV)
J031MpoBaHNA nomxeH 6blTb He Boree 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
2.2 not more than 15.0 /
Paracetamol / Mokasatenb npuemnemocTtu (AV)
napaueTtamon JomkeH bbiTb He Bonee 15,0.
10 |Assay/ 394.3 mg 360 to 440 mg of Ci3His02
KonuuecteeHHoe (Ibuprofen) per tablet /
onpepeneHne Ot 360,0 mr no 440,0 mr CqzH150;
(nBynpodbeH) B TabneTtke
324.34 mg
2925 to 357.50 mg of CsHoNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO-»
(napauetamon) B TabneTke
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Tpoaykt cootBerctByet Tpe6oBanusam HJI | 3axmouenne: OLOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[lonroroeneHo: ITpoBepeno: Naresh Kumar | Onobpeno: Menekep /
Kushal Kumar PykoBogutens :Amit Kumar
J (4 \
Print Date: Print Date: Print Date:
Hara: 30.10.2022 Hara: 30.10.2022 Hara. 30.10.2022
Reristered Office. 9-2-337, Rond Ne 3, Banjars Hills, Hyderabad - 500034, Telangana, India

Tel: +91 4017200 2900, Fax ~231 .10 4400 2994, Email: mail@drreddys.com
CiN: LES195AP1S24PLCO0ASD7T
www.drreddvs.com



Dr. Reddy's Laboratories Ligi.

‘e’ 4 Formulation Unit-5
Dr' Reddy S s Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDi,-

Tel: +91 98166 56001-C2

CERTIFICATE OF ANALYSIS 2 00

CEPTHOUKAT AHAJIU3IA

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOyxkauu®, TabaeTKH, NOKPBITLIE MJEHOYHOIT 060104K0i1, 400Mr + 325Mr
Batch No / Cepusi Ne : V2202242 Batch Quantity / O6nem naptuun : 776.0Kg

Analytical Report No / AHanuTH4ecKknii oTuet Ne : Date of Analysis / lara ananu3za: 30.10.2022
040001667398,890001623728

Date of Manufacture / [lata npomsBoacrsa : OCT-2022 |Date of Expiry / Cpok rogsoctn :SEP-2027 _
Analysis performed according ND / Ananus nposenen mo HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska [10 tablets in PpVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in  |leaflet in a carton. / Mo 10 TabneTok
a carton. /o 10 Tabnetok  |B MNMBX/Al 6nuctep. Mo 1, 2 unn 20

B MBX/Al 6nucTep. Mo 1 BnucTepoB B.NaYKy KApPTOHHYIO
6rvcTepy B nauky BMECTe C MHCTPYKUMEN No
KapTOHHY10 BMeCTE C NPUMEHEHNIO.

WHCTpYKUMelr no

NPUMEHEHMIO.

12 | Labeling / MapkupoBgka | According to ND / B cooTBeTcTBMM ¢ HAO
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpu TemnepaType He Boile 25 °C.
14 | Shelf life / Cpok 5vyears /5 ner
ro4HOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: lpoaykr cootercryeT Tpebosanusam HJ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITpoeepeno: Naresh Kumar | Ono6peno: Menemxkep /
Kushal Kumar PykoBoautens :Amit Kumar
Print Date: Print Date: Print Date:
Hata: 30.10.2022 Hara: 30.10.2022 Hata. 30.10.2022

Recisiered Office: 8 -327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 <100 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLCO0AS07
www.drreddys.com j



